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Protocol Title: Frain Synchro.,nization and Neu.ropsycholocical Teit$ fpr Ttaumatic Brain
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Mpdicine

Protocol #: FI91DX.S2

Study Site: _USUHS, _Univ. VA, _Cannp Lejeune, _Fort Bragg, _Belt
VA, . Dr Esty

The Federal Health Insurance Portability and Acoomtability Act (IIIPAAi includes a Privacy Rule that
gives special safeguards to Protected Heallh Informatiom (PHI) that is identifiable, in other words, can be
dircctly linked to you (for example, by your name, birdt dato, etc.). We ue required to advise you how your
PHI will be used.

t. What information witl be collected?
For this research study, we will be collecting information about your general health and past events tiat

may lead or may have led to brain injury. lf you have been a part of any event that may lead or may have
led to brain injury we will be collecting data about the event(s) and any symptoms that you may be
experiencing. We will collect answers to standardized aes€s$ment forms and collect data ftom your
performance on standardized copitive ass€ssment le$ts. Additionally, we will be oolleoting brain wave
data similar to data from standard EEG collection that you may have had done by a physician.

2. Who may use my,PHI within the Military Healthcare Sptem?
The members of the research tes.m will hsve access to your hcalth informatioer in order to ftrd out if you
qualif, to participate in this study and in what group you will be assigned to (hcalthy control group or brain
injury group). These data will be collected each visit by a member of our research tearn to monitor churges
in your responses. Additionally, your PHI may be made available to represenlatives of USAMRMC and
health oversight gmups such asthe USUHS Institutional Reviaw Board and the Institutional Review Board
Portsmouth Navy Hospital.

3. What persons outside of the Militery Healthcaro System who are under the HIPAA requhements will
receive my PHI?
A collaborating investigator ftom Duke University, Dr A. Krystal, Neurologist, will have secure access to
your EEG data for analysis. The study sponson my roqu€st to audit the data from this research. If it is
clear that you are experiencing significant thoughts ofsuicide then ws will need to conkct profbssional
support pe$onnel to help you maintain safcty for yourself.

4. What is the purpose for using or disclosing my hotected Heahh lnformation (PHI)?
The members of the research team need to use your FHI in order to analyze the information to dstermine
the best way to diagnose brain injury and to measure progress and recovcry offunction,

5. How long witl the researchers keep oy Protected Health Inforrnation?
The research team fiom USUHS will keep the research data for up to throe years after the urd of the study.
The master code will be desroyed whsn all analysis has been completcd. The resulting database will not
be destroyed.

6. Can I review my own research informahon?
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You can receive a copy ofihe results ofthis research study ifyou so choose by requesting a copy and
providing contact informalion to the surdy coordinaror,

7. CmI cancel this Autlrorization?
Yes. Ifyou cancel tftis Authorization" you will uo longer bc included in the research study. However, the
information dmt has already beeu collected will be kept by the rexarch tcarn to assure patient safety.
Ifyou want to concel your Authorization, please contact the Principal lnvestigaor in writing

8. What will happen if I decide not to sign this Authorizarion?
Ifyou decide not to sign this Authorization, you will ilot be able to participate in this research study,
Refusal to sign this Authorization will not result in any loss of medical bcnefits to which you are otherwise
entitled.

9, Can my Proiected Health Infonnation be disclosed to parties not included in tlris Authorization who are
not under the HIPAA requirements?
There is a potential that your research information will be shared with another party not listed in this
Authorization in order to meet legal or regulatrory roquirements. Examples of porsons who may access your
PIII include repre$eotatives of the Clinical lnvestigation Regulatory Officq the Food end Drug
Admiaistration, the Department of Health and Human Services (DHHS) Office for Human Researcb
Protections (OHRP), and the DFIHS OlEce for Civil Rights. .Ihis disclosurc is unlikely to oceur, but in that
case, your health information would no longet be proteaed by the HIPAA Privacy Rule.

10. Who should l.contact if I have any cornplaints?
If you believe your privacy rights have been violated, you may file a written complaint with the Office of
Research ar Uniformed Services University ofthe Health Sciences,430l Jones Bridge Road, BEthesda,
Maryland 20814, Phone: 301-?95-3303.

By signing this document I autborize USUHS personnel to use and disclose my Protected Health
Information (PHI) collected about me for research purposes as described above-

Print Name:

Signature: Date:

If you are a paxent, coud-appointed representative, or acting as power of attomey,
indicate your authority to act for the participant:

A copy of this signed Authorization will b€ provided to you.
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